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The Beginnings

€ You send 2 copies of MedWatch report to
CBER (HFM 210)

® CBER office keeps 1 and sends 1 to
MedWatch

® MedWatch triages to appropriate database




The Journey:
MedWatch Form Triage




MedWatch data entry:
Where do the fields go?

A. Patient Information

B. Adverse Event and Product Problem
C*. Suspect medication- AERS or CAERS

D. Suspect Devices- MALUDE
E. Initial Reporter

* With new MedWatch form, letters for fields will change and “Suspect
Medication” will become “Suspect Product.”




While data entry Is going on
The MedWatch report
travels through CBER
® We follow a Standard Operating Procedures

and Policies (SOPP) for handling adverse
reaction reports

® SOPP drawn up by Tissue Safety Team at
CBER




Tissue Safety Team
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Safety tasks at CBER

® Routine reviews of AERS database
& Analyses of reports

® Communicate with manufacturers

€ Routine review of deviation database
® Quarterly review of cases

® Continued improvements of survelillance
processes at the FDA




Overall mission:
Working together for
HCT/P safety
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